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October 12, 1992 @ TEHC - 97- 1266/ i
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Document Processing Center (TS-790)
Office of Toxic Substances

U.S. Environmental Protection Agency
401 M St., S.W.

Washington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

RE: Report Submitted Pursuant to the TSCA Section 8(e)
Compliance Audit Program

CAP Identification Number: 8ECAP-0026
Dear Sir/Madam:

Pursuant to the Toxic Substances Control Act (TSCA) Section 8(e) Compliance Audit Program
and the Agreement for TSCA Section 8(e) Compliance Audit Program (CAP Agreement) executed
by Elf Atochem North America Inc. (Atochem) and Environmental Protection Agency (EPA),
Atochem is submitting the enclosed final report on a study to establish eye irritation potential in
rabbits for trimethyl-2-carbamylethyltin to the EPA. This study does not involve effects in
humans.

Nothing in this letter or the enclosed study report is considered confidential business information
of Atochem.

The enclosed study report provides information on the chemical trimethyl-2-carbamylethyltin. Its
exact chemical name is 3-(trimethylstannyl)propamide and its CAS number is 60522-55-6.

The title of the enclosed study report is Acute Range-Finding Toxicity Studies With Trimethyi-2-

Carbamylethyitin, Lot No. 3676-33-1. This report consists of several studies. The following is
a summary of the adverse effects observed in the eye irritation study.

One-tenth (0.1) gram of trimethyi-2-carbamylethyltin was instilled into the right eye of each of
three New Zealand albino rabbits. All test animals died within 3 hours after test material

application.
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TSCA CAP
Trimethyl-2-Carbamylethyitin
October 12, 1992

Page Two

To our knowledge, Atochem has not previously submitted any TSCA Section 8(e) notices or
premanufacture notifications on the subject chemical.

Further questions regarding this submission may be directed to me at 215 337-6892.

Sincerely,

(o

C.H. Farr, PhD, DABT
Manager, Product Safety
and Toxicology

Enclosures




\/ Industricl B10 -TEST Laboralonies, Ine.

1810 FRONTAGE ROAD
NORTHBROOK, ILLINOIS 60062

May 12, 1976

Mr., Arthur W, Shecldon
Director of Safety and Environmental Affairs
M & T Chemicals, Inc.

Subsidiary of American Can Company (9;1%
Rahway, New Jersey 07065 ’("

Dear Mr, Sheldon:
Re: IBT No, 8530-08644 - Acute Range-Finding

Toxicity Studies with Trimethyl-2-carbamylethyltin,
Lot No, 3676-33-1

We are submitting herewith our laboratory reports

prepared in connection with the above studies.
Very truly yours,

JCC:trm ‘.]’. C. Calandra
President

\(5




Industrial B1O -TEST Laboralories, Jnc.

REPORT TO
M & T CHEMICALS, INC.

Range-Finding Acute Oral Toxicity Study - Female Albino Rats

Results
IBT No.: 8530-08644 Classification: Highly Toxic
Test Material: Trimethyl-2-carbamylethyltin Approximate Acute Oral Lethal Dose =
Lot No. 3676-33-1 >10 <30 mg/kg

Physical Description: White powder
Form Administered: As propylene glycol solutions;
1,0 percent (w/v) at 10 through
100 mg/kg, 10.0 percent (w/v)
at 300 mg/kg and 30.0 percent (w/v)
at 1,000 and 3,000 mg/kg

I. Mortality and Body Weight Data

Dose Individual Body Weights (g)
Level Arimal Test Day Number Number Dead Percent
(me/kg) Number 0 14 Number Tested Dead
10 1 176 227 0/l 0
30 2 186 (10 Days) 1/1 100
100 3 188 (2 Days) 1/1 100
300 4 182 (1 Day) 1/1 100
1, 000 5 188 (6-22 Hours) /1 100
3, 000 )

174 (1-1/2 Hours) 1/1 100

Note: Figures in parentheses indicate time oi death..

I. Reactions and Pathology

The pharmacotoxic symptoms exhibited by the rats post-oral administration of the test
material are presented in the table on the following page:

Necropsy examiration of the animals that died revealed red, discolored lungs. In
addition, intestinal hemorrhages, enlarged kidneys and emaciation were revealed in animal
No. 2 and intestinal hemcrrhages were revealed in animal No. 6. Examination of the
survivor did not reveal any groas pathologic alterations.

Respectfully submitted,
INDUSTRIAL BIO-TEST LABORATORIES, INC,
Report prepared by: [é/.v,mla z// /é/z.zuu '-um

Wendy AL Harrison, B.3.
Assistant Group Leader
Acute Oral and Parenteral Toxicity

Report approved by: Q % . ‘Y\l\ M‘m

C. W. Mastri, B.S.
Section Head, Acute Toxicity

trm

5/12/76
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Industisl BIO-TEST Lo alories, Inc | | 3 of 3

RA.NG'E-FINDING ACUTE ORAL TOXICITY STUDY - ALBINO RATS

Young albino rats derived from Sprague-Dawley stock were used
as test animals. All animals were kept under observation for 5 days
prior to experimental use, during which period they were checked for
general health and suitability as test animals. The animals were
housed in stock cages and were permitted a standard laboratory diet
plus water ad libitum, except during the lé-hour period immediately
prior to oral intubadon when food was withheld.

A range of several dose levels was studied using 1 rat per level.
All doses were administered directly into the stomach of the rats using
a hypodermic syringe equipped with a ball-tipped intubating needle.

After oral administraton of the test material, the rats were housed
individually in suspended, wire-mesh cages and observed for the following
14 days. Initial and final body weights, mortalities and reactions wear2
recorded. A necropsy examination was conducted on all animals.

At the end of the observation period, the approximate acute oral
lethal dose of the test material was determined. The test material was
then assigned a classificaton in accordance with Harold C. Hodge*. The
classification system is presented below:

Approxcmate Acuta Jral Prodadie Latiai Cose
Lethal Dose fogrea 70 <3 Man :a
(Range of Vaiues) Classificacon " Commonly “sed Measures
Less han 3 mg/kg IxTemeiy oxic a taste (less than T d-ops)
5 - 30 mg/kg Highly texic Yerween 7 drops and 1
teaspoonsul
50 - 300 =g/xg Moderately :oxic Yetween | saspooniul and
1 ounce
500 - 3,000 =g/k3 Slightly wxc between . Sunce a=d 1 zint

or 1 pound
5,000 - 15,000 =g/kg Bracseally nontoxic berween 1 pint and 1 quart

Graater than Reladvely harmiess more than 1 qua-rt
15.000 mg/kg

* Hodge, Harold C., "The LD¢y and Its Value," American Perfumer and




Industrial B1O-TEST Labrralwries, Inc.

REPORT TO
M & T CHEMICALS, INC.

Range-Finding Acute Dermal Toxicity Study - Male Albino Rabbits

Results
IBT No.: 8530-08644 Classification: Highly Toxic
Test Material: Trimethyl-2-carbamylethyltin, Approximate Acute Dermal
Lot No. 3676-33-1 Lethal Dose < 200 mg/kg

Physical Description: White Crystals

Form Administered: Applied as a slurry in 3.0
percent (w/v) aqueous
methylcellulose

I. Mortality and Body Weights

Dose Individual Body Weights (kg)

Level Animal Test Day Number: Number Dead Percent
(mg/kg) Number 0 7 14 Number Tested Dead
200 1% 2.92 (23 hours) - 1/1 100
500 2% 2.86 . (6-22 hours) - 1/1 : 100
2,000 3* 2.58 (4 hours) - 1/1 100

Note: Figures in parentheses indicate time of death.
* The skin at the site of application was abraded.

II. Reactions and Pathology

The pharmacotoxic symptoms exhibited by the rabbits following dermal
exposure to Trimethyl-2-carbamylethyltin are presented in the table on the following

page.

Necropsy examination of the animals that died revealed focal hemorrhages in
the lungs and dilated capillaries on the surface of the kidneys in rabbit No. 3.
Advanced postmortem autclysis was observed in rabbit Nos. 1 and 2.

Respectfully submitted,

INDUSTRIAL BIO-TEST LABORATORIES, INC.

Prepared by: %4//54_/ Approved by: Q% {}\‘\-(,L;Jma

Helfried Paa C. W. Mastri, B.S.
Assistant Group Leader Section Head, Acute Toxicits
Acute Toxicity

chm
5/12/76 V
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Industrial B1O-TEST Lo lories, Jne. 30of 3

RANGE-FINDING ACUTE DERMAL TOXICITY STUDY - ALBINO RABBITS

Young adult albino rabbits of the New Zealand strain were used as
test animals. All rabbits had been maintained under observation in the
laboratory for at least 7 days prior to testing. During the pretest period,
the animals were examined with respect to their general health and
suitability as test animals. The rabbits were housed individually in
suspended, wire-bottomed cages and maintained on a standard laboratory
ration. Food and water were offered ad libitum.

Twenty-four hours prior to the dermal applications, the backs of the
rabbits were shaved free of hair with electric clippers. The shaved area
on each animal constituted about 30 percent of the total body surface area.
The animals were then returned to their cages to await testing on the
following day. The 24-hour waiting period allowed recovery of the stratum
corneum from the disturbance which accompanied the close-clipping procedure
and permitted healing of any microscopic abrasions possibly produced during
the process.

A range of several dose levels was studied using 1 rabbit per level.
The test site of each animal was covered by wrapping the trunk witnh
impervious plastic sheeting which was securely taped in place. This
plastic wrap insured close contact of the epidermis and test material. To
prevent oral ingestion of the test material, each animal was fitted with
a lightweight, flexible plastic collar which was worn throughout the
observation period.

The test material remained in contact with the skin for 24 hours. At
the end of this period, the plastic sheeting and all residual test material
were removed. The test sites were examined for local skin reactions and
the animals were returned to their cages. Observations for mortality, local
skin reactions and behavioral abnormalities were continued for a total of
14 days following the skin applications. Initial, 7- and l4-day body weights
were recorded. A necropsy examination was conducted on all animals.

At the end of the observation period, the approximate acute dermal lethal
dose of the test material was determined. The test material was then assigned
a classification. The classification system is presented below:

Approximats Acute Jer=al
Lethal Dose
(Range of Values)

Prooadle Letinal Dose
for a 70 kg Man in

Classuficadon Commoniy sad Measures

Lass than 20 =g/kg

20 - 200 mg/kg

200 - 500 mg/«g

330 - 3,000 mg/ky
3,900 - 10.000 mg/kg

Greater than
0,000 mg/kg

Zxtremeiy ‘oxic

Highly toxic
Moderstely toxic
Slighdy toxic

Pracdcally nontoxic

Rsladvely tar=mless

approximacely 30 drops

“etween 10 dropas and
4 teaspooniuls

hetween % leaspooniuls ind
1 sunce

Serween 1 Junce ind ! pint
or 1 pound

between | pint and 1 quart

zors han 1 quare




' udustrial B1O-TEST Laboralories, Inc.

Acute Range-Finding Eye Irritation Test - Albino Rabbits

REPORT TO

M & T CHEMICALS, INC.

Results

IBT No.: 8530-08644

Classification: Not Classifiable

Test Material: Trimethyl-2-carbamylethyltin, Lot No. 3676-33-1

Physical Description: White Powder
Form Administered: Instillation (100 mg, undiluted)
Special Instructions: Unwashed eyes

A. Irritation Scores

Rabbit 1 24 48 72 7
Tissue Number Hour Hours Hours Hours Davs
Cornea (D-A) 1 20 (1-4) - - -
Iris S - - -
Conjunctiva (R-S-D} 12 (2-1-3) - - -
Total 37 - - -
Cornea (D-A) 2 20 (1-4) - - -
Iris 5 - - -
Conjunctiva (R-S-D} 12 (2-1-3) - - -
Total 37 - - -
Cornea (D-A) 3 20 (1-4) - - -
Iris ' 5 - - -
Conjunctiva (R-S-D) 12 (2-1-3) - - -
Total ) 37 - - -
- = Animal died prior to this scoring interval
B. Pharmacotoxic Svmotoms
Time of Onset Duration Time of Death
Following Dose of Following Dose
Reaction Administration Reaction Administration
Miosis 15 Minutes Until death 3 Hours
Muscular weakness 15 Minutes Until death
Lacrimation 15 Minutes Until death
Hypoactivity 15 Minutes Until death
Labored respiration 1-1/2 Hours Until death
Ataxia 1-1/2 Hours Unti! death

Loss of right reflex
Reduced sensory recevtion
(no response to pain)
Tremors

Convulsions

Prostration

1-1/2 Hours
1.1/2 Hours

1-1/2 Hours
1.1/2 Hours
2 Hours

Until death
Until death
Until death
Until death
Until death
Until death

s
Report prepared by: —%-

PIa)

Respectfully submitted,

INDUSTRIAL BIO-TEST LABORATORIES, INC.
r;/C/«.i/'uReport approved by:

Ronald G, Baker,

B.S.

Assistant Toxicologiat

trm Acute Toxicity

8/12/76

Lo Wt

C. W. Mastri, B.S.
Section Head, Acute Toxicity




Industrial B1O-TEST Las banies, Ine. ' 2 of 3

RANGE-FINDING EYE IRRITATION TEST - ALBINO RABBITS

Young albino rabbits of the New Zealand strain were used to
evaluate the eye irritating properties of the test material. The
test method was patterned after that of Draize, et al*.

The test material was instilled into the conjunctival sac of
the right eye of each rabbit. The left eye of each animal served
as a control. At each scoring interval, the cornea, iris and
palpebral conjunctiva were examined and graded for irritation and
injury according to a standard scoring system*. The maximum
possible score was 110 points, which indicated maximal irritation
and damage to all 3 ocular tissues. Zero score indicated no
irritation. The scoring system is presented in Table A. In this
scoring system, special emphasis was placed upon irritation or
damage to the cornea, while less emphasis was placed upon

damage to the iris and conjunctiva.
TABLE A
Eye Irritacon Test - Albizo Rabbits
Scale cf Weighted Scores lor
Crading the Severiry of Ccular Lasions

Ocuiar
Tissues Descrioton Craging
Cornea Coacizy (D)
Cpacity - Degree of density (area which is =ost dense is taken Ior reacding).
Scattared.or siFfuse area. deuils of iris clearly wisidle. 1
Zasily discernible, —anslucen: arsas, dewuls of iris slighdy obscured. 2
Opalescent areas, =o demails of iris visidle, size 2f supil darely discermidie. 3
Cpaque, iris nvisible. 4
Area of Cormea Involved (A)
Cne guarter (ar less) 3u: not 0. X
GCreatar t:as sne quarter Sut lass chan one zalll 2
Graater :han one 2ali Sut less man hirse Juarters. 3
Creater than :hree quariars o wheie area. %
Score equals 3 x A x 3 Total maximum = 30
lris Valzes
Faics above aormal, congeston, swelling, sivcumcorneal injection lazy or ail
of these or a combdinamon of any ::ersci), ris sull reac=ag o lignt
(sluggish reacton is zosicve). .
No reacton :0 .ight, iemorrhage. sross deswruczen {(imy or 3l of thase). 2
Score eguais vaiue x 3 Total maxdoum = 13
Conjuacnvs _ Redniess (R)
Recness (refers o palpedral comjuactdva only).
Vessals definitely injeciad above normal. L
More diffuse, deeper crimson red; wndividual vessals zot easily discsrnible. 2
Diffuse, beeiy red. 3
Chemosis (S)
Ay swelling adove normal (includes nicdianng =zembraze). 1
Obvious swelling witt parzal saversion of the .ids. 2
Swelling wnta lidy about hali-closed. 3
Sweiling with lids abous hali-closed to completely closed. 4
Discharze (D)
Any amount ciffgrent Sum normal (does not includs smail amount ocoserved
in inner santhus of normai amimais). L
Discharge wnch moistaning 3i the lids and hairs [ust adjacanc o ke lids, 2
Discharge with moistening of :he iids and hairs and consideridle irea around 2ve. 3

Seore (R =5 - D) x 2 Total maxamum = 20

Note: The maximum otal score is the sum of all scores obained from the cornea, :ris ané conjuncova.

* Draize, John H., Woodard, Geoffrey and Calvery, Herbert O., "Methods
for the Study of Irritation and Toxicity of Substances Applied Topically to
the Skin and Mucous Membranes," J. Pharm. & Exp. Ther. 82, 377 (1944).
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After the completion of the test, the scores were analyzed, and a
classification was assigned to the test material. The criteria used for
assignment of the classification was the frequency, the extent and the
persistence of irritation or damage which occurred to the 3 ocular

tissues.

The classification was obtained by selecting the maximum mean
irritation score at 1, 24, 48 or 72 hours after instillation. If the
rate of dissipation of injury did not meet the requirements defined
for the classification appropriate for a particular numerical score,
the classification was raised by 1 or more levels. The classification

system is presented in Table B.

TA3LE 3

Zye Irritadon Test - Albino Rabbits

Classificaton of Test Materials

3ased on Zye Lrriadcn Fragernas

Claasigizacn ange Deginizon

Nonirritaczg 2.0 - 0.5 To maintain this rafing, il 3¢ores it tne Ji-hour reading Just
ge 0; otherwise, incrsasa razmng . level.

Praczcally Greatar t2an To maintain thiis ratng, all scores it e li-mour reading sSust

Nonirritaceg 9.5 -2.5 be 0: other-wise increass ratang . levei.

Minizaily Greater thao To mainin :hus raging, all scorss at s 7Ti-hour reading =ust

rritadng 2.3 - 132 be 0: otherwise, izcrease razng ! levei.

Mildly Greatar than To maintain this rakng, all scores i the T-day reading must Te

{rritatng 15.9 - 25.90 0; otherwise, increase racng . .a2vel.

Moderazely Greater than To maintain this radng, scsres at 7 Zays =ust Se less an or

Irritazing 25.0 - 9.0 eguai to 19 Sor 50% or more of tae animais. Also, mean T-day
score must De less :han or equal o 29. I T-day mean 3scors
is less *han or 2cual 0 20 but less tRan 20% 2f imumals snew
scores less :than 10, then no animal among :hose showing scores
greater than 10 can exceed a scsre 3f 30 < racng is 0 e
maintained: aJtherwise, increase racng i levei.

Seversly Greatar han To maintain this racng, scores at 7 days Dust Se less nan or

[rritacag 30.0 - 30.9 equal to 30 for 30% or xore of the waimals. 3lse, mean T-cay
score must Se lass than or aqual o 0. [ T-day mean score
is less chan or squai o 30 Sut less tham 30% If he amimals
show scores less than or equal 3 30, en 20 imimal imong
those showtng 3corss greater than 30 can exceed a score i
30 if rating is 0 Te¢ maintiined; otherwise, (acraise rinn
1 level.

Extremely Greatar than

[rritacng

30.0 - 110.9
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REPORT TO
M & T CHEMICALS, INC.
Acute Range-Finding Primary Skin Irritation Test - Albino Rabbits
Results

IBT No.: 8530-08644 Classification: Not Classifiabie
Test Material: Trimethyl-2-carbamylethyltin,
Lot No. 3676-33-1
Physical Description: White powder
Form Administered: 500 mg, undiluted
Special Instructions: 24-hour exposure period;
occluded sites

Irritation Scores for Abraded Irritation Scores for Intact
Skin Sites at: Skin Sites at:

Animal 24 Hours 72 Hours : 24 Hours 72 Hours
Number Er. Ed. Er. Ed. Er. Ed., %r. Ed.

1 - - - - - - - -

2 1 Y - -% 1 0 - -3

3 7 2 0 - -k 2 0 - et
Key: Er. = Erythema

Ed. = Edema

% Died approximately 40 hours after dosing.
*% Died approximately 48 hours after dosing.
- = Animal died prior to this scoring interval
Note: Animals 2 and 3 started to exhibit tremors and convulsions several hours
after the test material had been washed off. Prior to washing there were
no pharmacotoxic symptoms noted.

Respectfully submitted,

INDUSTRIAL BIO-TEST LABORATORIES, INC.

5 /
Report prepared by: %ﬂz/ /f/// 7 /‘/g 4¢¢ -
Ronald G, Baker, B.S.
Assistant Toxicologist

Acute Toxicity

Report approved by: Q. ‘!,0 . N(\/)-EL\J
C. W. Mastri, B.S.
Section Head, Acute Toxicity

trm

§/12/76
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ACUTE RANGE-FINDING PRIMARY SKIN IRRITATION TEST - ALBINO RABBITS

Young albino rabbits of the New Zealand strain were uvsed in the
evaluation of the primary skin irritating properties of the test material.

The test procedure was modeled after that of Draize et al.*

Prior to the application of the test material, the hair was clipped from
the back and flanks of each rabbit. Two test sites located lateral to the
midline of the back approximately ten centimeters apart were selected.

One of the two sites was abraded by making four epidermal incisions, two
perpendicular to the other two, while the other test site remained intact.

The test material was applied to each of the test sites on each rabbit
and occluded with gauze patches which were secured with masking tape.
The trunk of each animal was then wrapped with impervious plastic
sheeting. The wrap held the patches in position and retarded evaporation
of the test material during the 24-hour exposure period.

At the end of 24 hours, the plastic wrappings, patches, and all residual
test material were .removed. The intact and abraded test sites were ex-
amined and scored separately for erythema and edema on a graded scale of

0 to 4. After 72 hours, the sites were again examined and scored.

* Draize, John H., Woodard, Geoffrey, and Calvery, Herbert O., "Methods
for the Study of Irritation and Toxicity of Substances Applied Topically to
the Skin and Mucous Membranes," J. Pharm. & Exp. Ther. 82, 377 (1944).
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In evaluating the average irritation present, the mean scores for
erythema and edema of the intact test sites after 24 and 72 hours were
added. Similarly, the mean scores for erythema and edema of the abraded
test sites after 24 and 72 hours were added. These two.va.lues were to-
taled and divided by four to obtain the mean primary irritation score.

The following grading system was used to arrive at a primary skin
irritation classification:

Mean Primary Irritation Score
(Range of Values) Classification

0 Nonirritating
Minimally Irritating
Slightly Irritating
Mildly Irritating
Moderately Irritating.
Severely Irritating
Extremely Irritating

[}
o oUW+ O
ounmoouwumu

The scoring criteria for erythema and edema are shown in the following

table:




1
TABLE
Primary Skin Irritation Test - Albino Rabbits

Scoring Criteria for Skin Reactions

< Ol <

Reactions Description " Score
Erythema Barely perceptible 1
(Edges of area not defined)
Pale red in color and area definable 2
Definite red in color and area well 3
defined :
Beet or crimson red in color 4
Edema Barely perceptible ]
(Edges of area not defined)
Area definable but not raised more 2
than 1 mm
Area well defined and raised 3
approximately 1 mm
Area raised more than 1 mm 4
Injury In Depth Escharosis, Necrosis 8
Maximum Primary Irritation Sccre 8




Industricl BIO - TEST Laboralonies, Ine.
1810 FRONTAGE ROAD
NORTHBROOK, ILLINOIS 60062

AREA CODE 312
TELEPHONE 272-3030

March 26, 1976

Mr. Arthur W. Sheldon Our Ref BT No. 8530-08644

Director of Safety and Environmental Affairs Your Ref.:Letter of 3/11/76
M & T Chemicals, Inc.

Subsidiary of American Can Company
Rahway, New Jersey 07065

The following study has been scheduled as indicated below:
Test Material(s):

Trimethyl-2-carbamylethyltin,
Lot No. 3676-33-1

Type of Test(s): Range-Finding Screens:
Acute Oral Toxicity Study ~ Rats
Acute Dermal Toxicity Study - Rabbits
Eye Irritation Test - Rabbits
Primary Skin Irritation Test - Rabbits

Starting Date: 3/29/76
Termination Date: 4/26/76
Mailing Date: 5/17/76

Project Coordinator: Mr. Carmen W. Mastri

The above dates are approximations, and you will be notified of any delays.
If there are any questions, please contact the project coordinator above. Thank you.

Industrial BIO-TEST Laboratories, Inc.
Project Center
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' ¢ | % - UNITED STATES ENVIRONMENTAL PROTECTION.AGENCY
i» | WASHINGTON, D.C. 26430 - . - -

C. H. Farr, PhD, DABT

Manager, Product Safety and Toxicology OFFICE OF

Atochem North America, Inc. " PREVENTION, PESTICIDES AND
900 First Avenue : TOXIC SUBSTANCES
P.O. Box 1536 '
King of Prussia, Pennsylvania 19406-0018

APR 0 6 1995

v . EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
Control Act (TSCA). For your reference, copies of the first
page(s) of your submission(s) are enclosed and display the TSCA
§8(e) Document Control Number (e.g., S8EHQ-00-0000) assigned by
EPA to your submission(s).’ ‘

when subm ) . 1p_or supplemental information and refer
to the reverse side of this page for "EPA Information Raguests" .
'All TSCA 8(e) submissions are placed in the public fiies
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received -
pursuant to the TSCA §8(e) Compliance Audit Program (CAP): should
already contain information supporting confidentiality claims.
This information is reqguired and should be subnitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions. L.

Please address any further correspondence with.phe‘Agency
related to this TSCA 8(e) submission to: L !

Document Processing Center (7407) Ty 1
Attn: TSCA Section 8(e) Coordinator . — « e
Ooffice of Pollution Prevention.and Tdkics
U.S. Environmental Protection Agéncy - '
Washington, D.C. 20460-0001 B

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

| SincerelY}
1770 Esm
Ter R. O'Bryé&n

Enclosure ‘ 21(0(é{fq | Risk Analysis Branch

@ ot wih Sopfeanci ok on paper hat |

containg at least 50% recycied fiber




Triage of 8(e) Submissions

, e
Date sent to triage: / Z// 577 7‘3 NON-CAP
[ 7/ ' :
Submission number: /266/ )‘4 TSCA Inventory:

Study type (circle appropriate).
Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Ernie Falke (1 copy total)
\ SBTOX SEN @
Group 3 - Elizabeth Margosches (1 copy each)
STOX CTOX EPI . RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only

Notes:

entire document@ 1 2 pages_l L pagesr;/; Z—/,V

Contractor reviewer: ?Oﬁ f oue: 2 /3/?/
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Acute oral toxicity of trimethyl-2-carbamylethyltin in rats is of high concern based on mortality from
single doses to Sprague-Dawley albino rats (1F/dose). Deaths were as follows: at 10 mg/kg, no
deaths occurred, and at 30, 100, 300, 1000, and 3000 mg/kg, each animal died. Clinical signs
included hypoactivity at all doses; at 30 mg/kg, tremors, hyperirritability and convulsions prior to
death; and at 100 mg/kg and greater, labored breathing, muscular weakness, lacrimation, ptosis,
salivation, and ruffled fur. Ataxia, prostration, and vasodilation were observed at 3000 mg/kg only.
Necropsy showed red, discolored lungs in all animals dying on test, intestinal hemorrhages at 30 and
3000 mg/kg, and enlarged kidneys and emaciation at 30 mg/kg.

H

Acute dermal toxicity in rabbits is of high concern. New Zealand albino rabbits (1M/dose) received
applications of 200, 500, or 2000 mg/kg to abraded skin. All animals died within 24 hours. Clinical
signs prior to death included hypoactivity, loss of righting reflex, muscular weakness, ataxia,
prostration, and at the highest dose only, analgesia, anesthesia, and cyanosis. Necropsy revealed focal
hemorrhages of the lungs and dilated renal capillaries at 2000 mg/kg, and advanced postmortem
autolysis at the two lower doses.

H .

e
Eye M in rakpits is of high concern based on death following application. Three New Zealand
rabbits received a single application of 100 mg of undiluted material to the eye. Death occurred in all
three animals within 3 hours. Moderate comneal opacity and edema of the iris and conjunctiva with
discharge were noted. Clinical signs prior to death included miosis, muscular weakness, lacrimation,
hypoactivity, labored respiration, ataxia, loss of righting reflex, tremors, convulsions, lack of response
to pain, and prostration.

\C \U?/
I J
Dermal irgitdtion in rabbits is of high concern with death occurring all animals. Three New Zealand
albino rabbit received occluded applications of 500 mg undiluted material. One animal died within 24
hours, the other two within 48 hours. Slight to moderate erythema was seen at the application site.
Two animals exhibited tremors and convulsions after the material was washed off at 24 hours.

H




